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Pharma Expressz Szolgéltaté, és\Kereskedelmi Kft
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Orszagos Gyogyszerészetin, ésy, Elelmezés-egészségiigyi  Intézet
(National Instrtute of Pharmacy and Nutrition)

Fovarosi Kozigazgatasi ‘€és Munkatigyi Birosag (Budapest Administrative and
Labour Court, Hungary)

06.K.31:290/2019/24:

In the “administrative ‘proceedings concerning the trade in medicinal products
breught by Pharma Expressz Szolgéltatdé és Kereskedelmi Korlatolt
Felelésségu “Tarsasag ([...] Budapest [...]), applicant, [...] against Orszagos
Gyogyszerészeti és Elelmiszer-egészségugyi Intézet (National Institute of
Pharmacy and Nutrition [...] Budapest [...]), defendant, the Fodvarosi
Kozigazgatasi és Munkaugyi Birosdg (Budapest Administrative and Labour
Court, Hungary) has given the following

Decision

This court hereby commences the procedure for a reference to the Court of Justice
of the European Union for a preliminary ruling concerning the interpretation of
Articles 70 to 73 of Directive 2001/83/EC of the European Parliament and of the
Council of 6 November 2001 on the Community code relating to medicinal
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products for human use (OJ 2001 L 311, p.67; ‘Directive 2001/83”) and
Article 36 of the Treaty on the Functioning of the European Union (‘TFEU”).

This court refers the following questions to the Court of Justice of the European
Union:

1.

Does an obligation flow from Articles 70 to 73 of Directive 2001/83 to
regard a medicinal product which can be dispensed without medical
prescription in one Member State as a medicinal product which can also
be dispensed without medical prescription in another Member State,
including where, in that other Member State, the medicinal‘product in
guestion does not have a marketing authorisation and “has net been
classified?

Is a quantitative restriction which makes the possibility of ordering and
dispensing to a patient a medicinal product whieh does not, have a
marketing authorisation in one MemberqState,but,dees have such an
authorisation in another [Member State of the EEA] conditional on the
existence of a medical prescription. ‘and a, declaration from the
pharmaceutical authority, including where, theymedicinal product is
registered in the other Member State as a mediginal product not subject
to medical prescription, justified in“theyintenests of protection of the
health and life of humansg@as referred to'in Article 36 TFEU?

[...] [procedural aspects of mational law]

Grounds

This court requests, from, the ‘Court of Justice of the European Union an
interpretation of Articles 70 tow/8, of Directive 2001/83 and Article 36 TFEU in a
case relatingsto the import,of medicinal products from another Member State.

Relevant legislative provisions

EWlaw

Articles 70.to 73 of Directive 2001/83.

Article 36 TFEU.

Hungarian law

Law XCV of 2005 on medicinal products for human use and amending other laws
governing the market in medicinal products (az emberi alkalmazésra kerild
gyogyszerekrol €s egyéb, a gydgyszerpiacot szabalyozo torvények modositasarol
sz016 2005. évi XCV. torvény; ‘Law on medicinal products’)
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Paragraph 25(2): ‘Medicinal products that do not have a marketing authorisation
in a State which is a party to the EEA Agreement but do have a marketing
authorisation in another country may be used for medical purposes in special cases
where their use is justified in the pursuit of an interest relating to patient care to
which particular regard must be had and where the State pharmaceutical
administrative body has authorised their use in accordance with the specific
conditions laid down in a special provision. Medicinal products that have a
marketing authorisation in a State which is a party to the EEA Agreement may be
used for medical purposes if they have been notified to the State pharmaceutical
administrative body in accordance with a special provision. The assessment of an
interest relating to patient care to which particular regard must{e had shall be
carried out, where necessary, in the light of the professional asseciation’s @pinion
concerning the safety and effectiveness of the therapeutic pracedurew

Ministry of Health and Social and Family Affairs Regulatien 44/20040f 28'April
on prescribing and dispensing medicinal productsafor humansuse (az, emberi
felhasznalasra keriild gyogyszerek rendelésérdl éstkiaddsarolyszolo 44/2004. (IV.
28.) ESzCsM rendelet; ‘Regulation 44/2004°), in force,until 13 February 2018.

Paragraph 3(5): ‘In accordance with Paragraph 25(2) of the fLaw on medicinal
products], medical practitioners may preseribe,medicinal_products which are not
authorised to be placed on the market in Hungary, but which are authorised to be
placed on the market in another!Memben,State ‘of the 'European Economic Area
(EEA), or in a State which has the same legal\status as that held by Member States
of the EEA pursuant to an international “treaty” concluded with the European
Community or the EEA '(‘‘State party,to an EEA treaty”), only if, before
prescribing those medicinal products, they fodge a notification with the Orszagos
Gyogyszerészeti €s Elelmezés-egészségiigyi Intézet (National Institute of
Pharmacy and Nutritiony, Hungary)“and they obtain a declaration from that
Institute.’

Paragraph 12/A:)‘In the“eentext of the direct supply of medicinal products to the
public, pharmacistssmayssupply medicinal products prescribed in accordance with
Paragraph 3(5)and, Paragraph 4(1) only after lodging a copy of the declaration
issuedi\bynsthe National Institute of Pharmacy and Nutrition or a copy of the
authorisation:?

Government» Regulation 448/2017 of 27 December on authorisation of the
prescription and individual use of medicinal products for human use (az emberi
felhasznalasra keriild6 gyogyszerek egyedi rendelésének ¢és felhasznaldsanak
engedélyezésérol szolo 448/2017. (XII. 27.) Korm. rendelet; ‘new Government
Regulation’), in force since 1 January 2018.

Paragraph 5(1). ‘In accordance with Paragraph 25(2) of the [Law on medicinal
products], medical practitioners may prescribe medicinal products which are not
authorised to be placed on the market in Hungary but which are authorised to be
placed on the market in another Member State of the European Economic Area
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(EEA), or in a State which has the same legal status as that held by Member States
of the EEA pursuant to an international treaty concluded with the European
Community or the EEA (“State party to an EEA treaty”), only if, before
prescribing those medicinal products, they lodge a notification with the Orszagos
Gyogyszerészeti és Elelmezés-egészségiigyi Intézet (National Institute of
Pharmacy and Nutrition, Hungary) and they obtain a declaration from that
Institute concerning the following matters:

a)  whether the medicinal product which the medical practitioner wishes to
prescribe has a marketing authorisation in a Member State of the EEA or in a
State party to an EEA treaty identified by the medical practitioner, in\elation to
the indications given by that practitioner,

b)  whether the competent authority has withdrawn the marketing, autherisation
for the medicinal product which the medical practitionerwishes)to ‘prescribe or
suspended its distribution, and

c)  whether, in the medical practitioner’s epinion, and ‘based“en ‘information
provided by the medical practitioner, there issan interest,relating.to patient care to
which particular regard must be had, as defined in Paragraph 1(23) of the [Law on
medicinal products].

(2) Medical practitioners shall®reguest that, theydeclaration referred to in
subparagraph 1 be issued on the data,Sheet included in Annexes3 to 5 of
Regulation 44/2004. The Natienal Institute'of Pharmacy and Nutrition shall notify
the medical practitioner who is prescribing the medicinal product of its opinion on
the matters set out in subparagrapml within eight working days of receipt of the
data sheet.

(3) Where the National Institute, of Pharmacy and Nutrition issues a declaration
according tomwhich, the ‘eonditions set out in subparagraph 1 are satisfied, the
medical praetitionerishall give the patient — in the case of a prescription-only
medicine = aycopy of the declaration from that Institute together with the
prescription.

(4):5 Where,the National Institute of Pharmacy and Nutrition issues a declaration
aeccordingyto which, in its opinion, there is no interest relating to patient care to
whieh ‘particular regard must be had, as defined in Paragraph 1(23) of the Law on
medicinal, products, the medical practitioner shall give the patient — if the
practitioner continues to maintain that it is necessary to prescribe the medicinal
product and it is a prescription-only medicine — a copy of the declaration from
that Institute together with the prescription and shall provide the patient with
information concerning the contents of the declaration and its possible
consequences.’
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1. Subject matter of the dispute and relevant facts

The National Institute of Pharmacy and Nutrition, the defendant in the present
case, in its capacity as the authority with competence for overseeing the
distribution of medicinal products, found, following an investigation of retail sales
by the applicant of medicinal products, that the applicant had, on a number of
occasions, imported from another EEA Member State a medicinal product not on
the market in Hungary and that that product was registered in that other EEA
Member State as a medicinal product not subject to medical prescription. On those
occasions, the patient ordered the medicinal product directly from the' pharmacy
without a prescription. Then the applicant, acting in its own name, obtained and
stocked the medicinal product from the other Member State and finally, acting in
its own name, the applicant sold and supplied the medicinal productdirectly te the
patient who had ordered it.

Under national law, a medicinal product importedgfrom “another Member State
which does not have a national marketing authorisationwcanibe,used for medical
purposes if it has been notified to the State pharmaeeuticalhadministrative body.
Medical practitioners may prescribe that medicinal product 1 they give prior
notice to the pharmaceutical authority and obtain a declaration from that authority.

The content of the declaration from the‘authority‘eovers,the following matters:

— whether the medicinal produet hasyaymarketing authorisation in another
Member State;

— the active substances and‘indications ofithe medicinal product;

— whether the medicinalwproduet,has been withdrawn from the market or its
distributionshas been, suspended;

— whether there istan,interest relating to patient care to which particular regard
mustbe, had.

The“previous natiopal legislation, which must be applied to this case, did not
provide, that the medicinal product could be ordered or dispensed on the basis of
the\content ofythe declaration from the authority. In accordance with the
provisions.now in force, the wording of which is essentially the same, in the
absence of any interest relating to patient care to which particular regard must be
had, the medical practitioner is required to make the patient aware of that fact,
although that does not preclude the medicinal product from being ordered. It
follows that the mere fact that there is a declaration, whatever its wording, is
sufficient to comply with the legislative requirement. On the other hand, in the
case of medicinal products imported from a third country which is not party to an
EEA treaty, the national legislation requires authorisation from the pharmaceutical
authority.



REQUEST FOR A PRELIMINARY RULING OF 10. 3. 2020 — CASE C-178/20

The defendant concluded that the national rule referred to must apply to medicinal
products imported from any other Member State, regardless of whether or not the
medicinal product in question has been registered in the other Member State as a
medicinal product the acquisition of which is subject to medical prescription.

At the patient’s request, the applicant ordered, from another Member State,
medicinal products not subject to medical prescription, without requiring a
medical prescription or a declaration from the National Institute of Pharmacy and
Nutrition to order and dispense those products. In view of this, by decision of
7 March 2019, the defendant authority, together with other measurgs,” prohibited
the applicant from continuing to carry out that unlawful conduct,on the grounds
that it breached the provisions on the dispensation of individually ‘acquired
medicinal products. The legal basis for the offence wasathevinfringement of
Paragraph 12/A of the Regulation, since, in the absence of‘a declaration, from the
pharmaceutical authority, the applicant was supplying. medicinal, praducts
obtained in another Member State which did notwhavejaynational marketing
authorisation.

Essential aspects of the parties’ submissions

The applicant brought an action against thexdegision befare this court and sought,
inter alia, a declaration that it had_not cammitted any offence in the context of the
individual acquisition of medicinal products. Theyapplicant submits, in particular,
that the legal interpretation_adopted by the“defendant and the application of a
provision of restrictive national legislation to the individual acquisition of
medicinal products registered in another Member State as medicinal products not
subject to medical prescription, constitute a prohibited quantitative restriction on
imports contrary tovArticle, 34, TREU. That type of quantitative restriction cannot
be justified in the‘interestsy[of'the objective] of [protecting] the health and [life] of
humans laid,down‘in Articlex36 TFEU. The declaration from the pharmaceutical
authority dees ‘not'serve to, protect the health of humans because it does not
provide additienal. information regarding the matters it should include, referred to
abave: The “medicinal product can be dispensed even if the declaration is
unfavourable because the legislation does not contain any requirements regarding
its.eontent."Nor does the legislation provide for a penalty if medicinal products are
dispensedy, in spite of an unfavourable declaration. Furthermore, practical
experience:shows that it can take several weeks or even several months to obtain a
declaration, which can jeopardise the patient’s health rather than serving to protect
it.

The applicant submits that a restriction of that kind is also disproportionate. First,
because, in the case of medicinal products that have a national marketing
authorisation, the legislation does not provide that a declaration must be obtained.
Second, in the case of medicines which can be freely acquired without
prescription in another Member State, the condition regarding a medical
prescription and a declaration from the authority is an unnecessary and
disproportionate requirement, because that other Member State has authorised the
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placing of the medicinal product concerned on the market in accordance with
criteria which are compatible with the harmonised provisions and principles of the
European Union and has classified the medicinal product in the category of
medicines which can be acquired without a prescription. Therefore, making
acquisition of the medicine within the country subject to a medical prescription is
a disproportionate restriction which does not really contribute to protecting the
patient’s health. In certain Member States, such as, for example, Germany and
Austria, patients can order directly, in pharmacies, medicines not subject to
medical prescription which are on the market in another Member State, because
the classification of medicinal products carried out by the other Member State is
accepted. Member States classify medicines in accordance with niform criteria
which comply with the applicable directive. Accordingly, agmediginal “product
classified as a medicinal product not subject to medical prescriptientin anether
Member State must also be treated as a medicinal product not subject te.medical
prescription in Hungary.

The defendant contends that the national legislation, eenstitutes ‘a/quantitative
restriction aimed at protecting the health and lifesof “humans, “which can be
justified under Article 36 TFEU. The defendant pointshoutithatithe provision of
medicines falls within the sphere of competence of the Member States and that it
is for the Member States to decide what Tewel ef protectien of public health they
are seeking to ensure. The defendant states that, when examining the principle of
proportionality, it is necessary t@ takesinte consideration the fact that the health
and life of humans rank foremost amongithe,assets protected by the TFEU. The
Member States may adopt'measures Whichireduce the risks to public health and
[the risks which threaten] the safe,and high-quality supply of medicinal products
to society.

The national _legislationsydoeswnot preclude the import of foreign medicinal
products. The "‘NationalyInstituteof Pharmacy and Nutrition ensures that the
population haskaccess,to safe medicines, in the exercise of its State function, by
gathering,, information, frem’ equivalent authorities of the Member States
concerning “the use, of, foreign medicinal products for medical purposes,
concerning whether, a marketing authorisation exists and concerning whether it
can,be‘used. in relation to the indications given by the medical practitioner. If the
medical practitioner has the declaration, he or she may issue a prescription to the
patient, andithis ensures that, if the opinion is negative, no prescription will be
issuedpwhich guarantees the protection of patients’ health.

The classification of medicinal products as subject to or not subject to medical
prescription takes place in the context of the marketing authorisation procedure.
Therefore, as long as a medicinal product does not have a marketing authorisation
in Hungarian territory, it is not possible to decide whether it can be dispensed with
or without a medical prescription. In that regard, it should be noted that, during
the investigation, the defendant did not even examine which category the
medicinal products imported from abroad were classified under in the Member
State.
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I1l.  Reasoning on which the reference for a preliminary ruling is based

Question 1

The placing of medicinal products on the market in the territory of the European
Union is an area harmonised by Directive 2001/83. The EU legislation also
provides that each Member State, in the exercise of its own powers, is to handle
the procedure to authorise the placing of medicinal products on the market, using
a procedure compatible with the provisions of the Directive. Recognition of a
marketing authorisation is not automatic and is instead subject to_the procedure
laid down in in Title IV of the Directive.

Title VI of the Directive concerns the classification of medicinak,preducts;, for
which the Member States have competence provided that they respeet the uniform
principles set out in Articles 70 to 75. In accordance withyArticle,73 "of the
Directive, the competent authorities of the Member States are\to draw upea list of
the medicinal products which are subject, on, their, territery; o medical
prescription.

The resolution of the present proceedings requires aminterpretation of whether the
fact that the Directive lays down uniform principlessfor the classification of
medicinal products imposes on_a WMember, “State han obligation to accept
unconditionally the classification — that is, whether or not the medicinal product
is subject to medical prescription=- carriedhout'by another Member State of a
medicine placed on the market in that other Member State, and to treat that
medicine in the same way as medicinal products which have a national marketing
authorisation.

Question 2

In the intérestsiof seeurity of the supply of medicinal products to the population
and the'proteetion of publie,health, the national legislation makes the import from
another EEANState ofymedicinal products which do not have a national marketing
authorisation subjeet to the existence of a medical prescription and the obtaining
of 'a_declaration' from the pharmaceutical authority. The legislation does not
distinguish in“any way between medicinal products which are subject to medical
preseriptiomand those which are not and this suggests that it is also applicable to
medicinal products which can be acquired without medical prescription in another
Member State.

The referring court has reached the conclusion, in the light of the case-law of the
Court of Justice of the European Union, that the national legislation set out above
constitutes a measure restricting the free movement of goods.

The resolution of the dispute requires an interpretation of Article 36 TFEU in
order to determine whether the restrictive measure in question can be justified by
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the protection of the health and life of humans, including where the medicinal
product can be dispensed without a medical prescription in another Member State.

The restriction introduces two additional requirements to those laid down in
respect of medicinal products which have a national marketing authorisation and
which can be dispensed without a medical prescription: 1) a declaration from the
pharmaceutical authority and 2) the existence of a medical prescription. The
medical practitioner requests the declaration from the authority in advance and,
therefore, the involvement of a medical practitioner is also necessary for that
purpose.

The reply that the Court of Justice gives to question 1 is also relevant,for the
purposes of determining whether or not, in the case of a medicinal,product which
has been classified in another Member State as a medicinal product,not,subjectito
medical prescription in accordance with the provisions of,Directive 2001/88, the
fact that use of that medicinal product is allowed only in‘the context of,medical
treatment is justified in the interests of the protectiontofitheshealthvofthumans. If
the classification of a medicinal product carried out by, angtherslMember State
must be recognised, there are not necessarily. any grounds for, making its use
conditional on a medical recommendation since the medicine may be dispensed to
patients in that other Member Staté ‘without the involvement of a medical
practitioner. On the other hand, if the,Courtyfinds that a Member State is not
obliged to accept a classification carriedwout bysanother Member State, it is not
clear which category a medicinal productithat has\not been placed on the market
should fit into, meaning that, in sueh a“case, the involvement of a medical
practitioner and the obtaining of an opinion‘are necessary to protect the patient’s
health.

The declaration, from “thewpharmaceutical authority must be examined in
conjunction with® the smedical“prescription and also separately from that
prescriptian trorder.to assess Whether it constitutes a restriction on the movement
of goods. The |declaration “contains information that is important from the
perspectivetef ‘public health and the patient. The matter of whether or not the
medicinal productyhas a foreign marketing authorisation, the indications relating
torthe ‘medicine and its active substances constitute the minimum information that
can\be, required.in order to be able to determine whether a medicinal product is
safe. \I'he\Hungarian pharmaceutical authority obtains from the equivalent
authority, of“the other Member State [particulars which comprise] the subject
matter oOf® objective information in the declaration. The patient, the medical
practitioner and the pharmacy may not consult that information directly. The
declaration must also contain the authority’s opinion concerning whether there is
an interest relating to patient care to which particular regard must be had. That is a
professional medical question which may reflect a subjective view.

Unlike the situation with regard to the previous legislation, the legislation in force
since 2018 lays down specific provisions governing the procedure to be followed
on the basis of the content of the declaration. In accordance with the legislation in
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force, if the authority does not consider that there is an interest relating to patient
care to which particular regard must be had, the medical practitioner must make
the patient aware of that fact. The medical practitioner may, with knowledge of
the content of the declaration, prescribe the medicine to the patient.

The referring court takes the view that the declaration from the authority contains
relevant information from the point of view of the safety of medicinal products
which must be brought to the attention of the patient before the medicine is
ordered. Obtaining that information in advance can also be justified if it is
accepted that the medicine may be dispensed without a prescription and on the
basis of a direct order from the patient.

In addition, for health protection purposes, the length of time whichyit takes to
obtain the declaration is also important. On that point, the referringicourt'does not
have any conclusive information. The legislation currently in,farce lays down a
time limit of eight days for the authority to issue4ts declaration. Thesprevious
legislation did not lay down a specific time limit, Thexdefendant xeférred to an
instance in which the declaration took approximatelythree menths.

[...] [procedural aspects of national law]
Budapest, 10 March 2020.

[...] [signatures]
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